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§862.2160 Discrete photometric chem-
istry analyzer for clinical use.

(a) ldentification. A discrete photo-
metric chemistry analyzer for clinical
use is a device intended to duplicate
manual analytical procedures by per-
forming automatically various steps
such as pipetting, preparing filtrates,
heating, and measuring color intensity.
This device is intended for use in con-
junction with certain materials to
measure a variety of analytes. Dif-
ferent models of the device incorporate
various instrumentation such as micro
analysis apparatus, double beam, sin-
gle, or dual channel photometers, and
bichromatic 2-wavelength
photometers. Some models of the de-
vice may include reagent-containing
components that may also serve as re-
action units.

(b) Classification. Class I.

§862.2170 Micro chemistry analyzer
for clinical use.

(a) Identification. A micro chemistry
analyzer for clinical use is a device in-
tended to duplicate manual analytical
procedures by performing automati-
cally various steps such as pipetting,
preparing filtrates, heating, and meas-
uring color intensity. The distinguish-
ing characteristic of the device is that
it requires only micro volume samples
obtainable from pediatric patients.
This device is intended for use in con-
junction with certain materials to
measure a variety of analytes.

(b) Classification. Class I.

§862.2230 Chromatographic
tion material for clinical use.

separa-

(a) ldentification. A chromatographic
separation material for clinical use is a
device accessory (e.g., ion exchange
absorbents, ion exchagne resins, and
ion papers) intended for use in ion ex-
change chromatography, a procedure in
which a compound is separated from a
solution.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.
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§862.2300

§862.2250 Gas liquid chromatography
system for clinical use.

(a) ldentification. A gas liquid chro-
matography system for clinical use is a
device intended to separate one or
more drugs or compounds from a mix-
ture. Each of the constituents in a va-
porized mixture of compounds is sepa-
rated according to its vapor pressure.
The device may include accessories
such as columns, gases, column sup-
ports, and liquid coating.

(b) Classification. Class I.

§862.2260 High pressure liquid chro-
matography system for clinical use.

(a) ldentification. A high pressure lig-
uid chromatography system for clinical
use is a device intended to separate one
or more drugs or compounds from a so-
lution by processing the mixture of
compounds (solutes) through a column
packed with materials of uniform size
(stationary phase) under the influence
of a high pressure liquid (mobile
phase). Separation of the solutes oc-
curs either by absorption, sieving, par-
tition, or selective affinity.

(b) Classification. Class I.

§862.2270 Thin-layer chromatography
system for clinical use.

(a) ldentification. A thin-layer chro-
matography (TLC) system for clinical
use is a device intended to separate one
or more drugs or compounds from a
mixture. The mixture of compounds is
absorbed onto a stationary phase or
thin layer of inert material (e.g., cel-
lulose, alumina, etc.) and eluted off by
a moving solvent (moving phase) until
equilibrium occurs between the two
phases.

(b) Classification. Class 1. Particular
components of TLC systems, i.e., the
thin-layer chromatography apparatus,
TLC atomizer, TLC developing tanks,
and TLC ultraviolet light, are exempt
from the current good manufacturing
practice regulations in part 820, with
the exception of §820.180, with respect
to general requirements concerning
records, and §820.198, with respect to
complaint files.

§862.2300 Colorimeter, photometer, or
spectrophotometer for clinical use.

(a) ldentification. A colorimeter, a
photometer, or a spectrophotometer
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